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 DEPARTMENT OF HEALTH & HUMAN SERVICES. . Ppublic Health Service '

Pharmaceutrcal Assocrates Inc
" Attention: Kaye B. McDonald
201 Delaware Street
’Greenvﬂle SC 29605

- Docket No. 01P-0130/CP1
Dear Ms. McDonald: -

This is in response to your petrtlon ﬁled on March 14 7 001 requestrng pernnssmn to ﬁle an
Abbreviated New Drug Application (ANDA) for the followrng drug product Hydrocodone
Bitartrate and Acetannnophen Elixir, 10 mg/650 mg pet 15 mL.-The reference listed drug
product to which you refer in your petition is Hydrocodone Bitartrate: and Acetarmnophen Elixir,
7.5 mg/5 OO mg per 15 mL; approved under ANDA 81-051, held by Mlkart Inc. -

Your request involves a change in strength of both: the acetammophen component and the
‘hydrocodone bitartrate component from that of the hsted drug product (i.e.; from hydrocodone
' bitartrate 7.5 mg/ 15 mL to 10 mg/15 mL and from acetammophen 500 mg/ 15mLto -
acetamihophen 650 mg/15 mL). The changes you request are the type of changes that are
authorized under the Federal Food, Drug, and Cosmetrc Act (Act). '

We have reviewed your petition under Section 5 OSQ)(Z)(C) of the Act and have determrned that
- itis approved. This letter represents the Agency s determlnatlon that an ANDA may be .
submitted for the above-referenced drug product ,

‘Under Sec’uon 505(1)(2)(C)(1) of the Act the Agency must approve' apetition seeking a strength
which differs from the strength of the listed drug product unless it finds that 1nvest1gatrons must
‘be conducted to show the safety and effectrveness of the drffenng strength ‘

The Agency ﬁnds that the change m. strength for the specrﬁc proposed drug product does not
- pose questions of safety or effectiveness because the uses-and route‘of admrnrstratron of the

S proposed drug product are the same as that of the hsted drug product. In addition, ‘when an

ANDA is submitted for your proposed drug product the proposed labelrng should reflect: the

maximum number of doses per day that can be administered for your proposed drugproduct. The

-total- da11y dose of the acetamlnophen component should not exceed the maximum total daily
dose for adults of 4000 mg established by the Agency for its safe and effective range. Please
refer to the Tentative Final Monograph for Internal Analgesrc Antrpvretrc and Antn‘heumatlc
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© ANDA itselfi is submltted and rev1ewed by the Agency

» product does not mean that the Ag‘encybhas determ‘ ‘ed that anrAN)‘ : _
- drug product. The determination of whethier an ANDA WIH be appr ¢ ade untﬂ the ‘

To permit review. of your ANDA submlsswn you must subrmt a11 mfo‘ atior requrred under o
Sections 505(])(2)(A) and (B) of the'Act. To be approved the drug prcdg t wrll among other
““things, be required to meet current bloavallablhty requirements. under Sec on 505(])(2)(A)(1v) of
“the Act. We suggest that you submit your protocolpt'o the. Ofﬁce of Genenc-Drugs D1V1s1on of

- Bloequlvalcnce for this drug product prior to the subrmsswn of your ANDA Durmg the rev1ew

of your application, the-Agency may requlre the subrmssmn of adchtxonal 1nformat1on

The hsted drug product to whlch you refer in your ANDA must be the one upon whlch‘you based
~.'this petition. In addition, you should referin your ANDA to the appropnate petition docket
number cited above and mclude a copy of this Ietter in the ANDA submission. R

- A copy of this letter approvmg your petition w111 be placed on pubhc dlsplay in the Dockets
Management Branch, Room 1061, Mail Stop HFA—305 5630 Fishers Lane, Rockvﬂle MD

20852,

~ Sincerely yours,

'c3aqyJ'tsuerner
e Dlrector

of Generlc Drugs _
Cent , for Drug Evaluatlon and Research "




